








510(k) Summary
(K172023)

This summary of 510(K) is being submitted in accordance with requirements of 21 CFR Part
807.92.

Date: October 12, 2017
1. 510K Applicant / Submitter:

VIOL Co., Ltd.

C-808, 809, Bundang Technopark C,

744, Pangyo-ro, Bundang-gu, Seongnam-si,
Gyeonggi-do (13510), South Korea

Phone : +82-31-8017-7893
Fax : +82-31-8016-7894

2. Submission Contact Person

LK Consulting Group USA, Inc.

690 Roosevelt, Irvine CA 92620

Priscilla Juhee Chung

Phone: 714.202.5789 Fax: 714-409-3357
Email: juhee.c@lkconsultinggroup.com

3. Device

1 Proprietary Name: CELFIRM™
1 Common Name: Radiofrequency System
1 Classification: 21 CFR 878.4400
Electrosurgical, Cutting & Coagulation & Accessories
1 Product Code: GEI

4. Predicate Device

INFINI Radiofrequency System by Lutronic Corporation (K121481)


mailto:juhee.c@lkconsultinggroup.com

5. Description:
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The CELFIRM™ includes a system main device, a hand-piece equipped with a tip, and a
footswitch. The RF signal is generated from the main device which is then delivered to the
hand-piece and then to consumable tip. The RF signal is delivered to the target tissue using
penetrating needle electrodes in the tip. The tip is placed in light contact with the epidermis
while the hand-piece is being held at right angles to the target tissue. As the RF signal passes
through the skin, it generates an electro thermal reaction which is capable of coagulating the
tissue. Using the consumable tip, CELFIRM™ creates heat within the target skin tissue via
needle electrodes from the consumable tip.

6. Indications for Use

The CELFIRM™ is intended for use in dermatologic and general surgical procedures for
electrocoagulation and hemostasis.

7. Substantial Equivalence Discussion:

Proposed Device

Predicate Device

Manufacturer VIOL Co., Ltd. Lutronic Corporation
Device Name CELFIRM™ INFINI Radiofrequency System
510(K) No. K172023 K121481

Indications for Use

The CELFIRM™ is intended for use in
dermatologic and general surgical
procedures for electrocoagulation and
hemostasis.

The INFINI Radiofrequency System is
intended for use in dermatologic and
general surgical procedures for
electrocoagulation and hemostasis, and
the percutaneous treatment of facial
wrinkles.

Electrical Safety/ EMC

IEC 60601-1:2005,
IEC 6061-1-6:2010,
IEC 60601-2-2:2009,
EN 60601-1-2:2007,
EN 6100-3-2:2006
EN 6100-3-3:2008

IEC 60601-1,
IEC 60601-2-2,
IEC 60601-1-2

Input Voltage AC100-240V, 50/60 Hz AC100-240V, 50/60 Hz
Operation Type Coagulation Coagulation
Foot Switch Yes Yes
Tip Sterilization Method | EO Gas EO Gas
Number of Usage Single use Single use
Dimensions 550 mm(W) x 350 mm(L) x 1220 mm(H) | 362 mm(W) x 409 mm(L) x 1713 mm(H)

The CELFIRM™ has similar intended uses and technical characteristics to the INFINI
Radiofrequency System made by Lutronic Corporation. The similarities and differences between the
systems are described in the table shown above. In summary, CELFIRM™ does not induce any new
potential safety risks nor efficacy. We conclude that the CELFIRM ™ is substantially equivalent to the

predicate device.
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8. Performance Tests (Non-clinical)

Sterilization Validation, Shelf life Validation, Biocompatibility, Software Validation, EMC &
Electrical Safety Test, Max Output Energy, and Animal Test were conducted on the subject
device.

Sterilization Validation Test

To verify the sterility assurance level (10°) for EtO sterilization, the validation and biological
indicator (BI) overkill method was used in accordance to ISO 11135-1, ISO 10993-1, ISO
10993-7,1SO 11138-1, ISO 11138-2, ISO 11737-1, ISO 11737-2, AAMI TIR 15, and ISO
13485:2012.

Shelf life Validation Test

The tests to validate the shelf life of the device through the proposed shelf life were conducted
using the accelerated aging method in accordance to ASTM F1980-07 (2011) Standard Guide for
Accelerated Aging of Sterile Barrier Systems for Medical Devices. The referenced standards for
the testing are 1SO 11607-1, 1SO 11607-2, ISO 11737-2, ASTM F1929, ASTM F 88, and USP-
NF <71>.

Biocompatibility Test

The patient contacting component of the subject device is the Consumable Tip and the
biocompatibility tests were in accordance with ISO 10993-4, ISO 10993-5, ISO 10993-7,
ISO 10993-10, ISO 10993-11, and USP 39<151>.

Software Validation Test
The level of concern of the software (firmware) of the CELFIRM™ s moderate and the
software validation tests were performed.

EMC & Electrical Safety Test

The CELFIRM™ has been evaluated for electromagnetic compatibility and electrical safety
testing per applicable standards of IEC 60601-1:2005, IEC 6061-1-6:2010, IEC 60601-2-2:2009,
EN 60601-1-2:2007, EN 6100-3-2:2006, and EN 6100-3-3:2008, and all the tests met the pre-set
criteria.

Max Output Energy

The test on Max Output Energy per Electrode was performed on the subject device to evaluate
the max energy per electrode. The test results were compared and evaluated with the standard
values of maximum output energy per Electrode of CELFIRM™. The test results met the pre-set
criteria and validated the device performance specifications for max energy.

Preclinical Test

This study was designed to evaluate the safety and effectiveness of CELFIRM™ using Yucatan
Mini-pigs. Animal were euthanized 3 h after application on Day 1, Day 4, and Day 22.
Application with the CELFIRM™ device resulted in transient very slight to well-defined
erythema noted within 3-4 h of application but fully resolved by the next Draize evaluation on
Day 3. In addition, minimal to mild necrosis was noted in animals euthanized on Days 1 and 5
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with the animal euthanized on Day 22 showing dermal fibrosis at the applied sites. There were
no other application-related findings.

Test results including histology data demonstrated that the subject device is substantially
equivalent to the predicate devices in the market for its intended use.

9. Conclusions:

Based on the test results provided in this submission including Sterilization Validation, Shelf life
Validation, Biocompatibility, Software Validation, EMC & Electrical Safety Test, Max Output
Energy, and Animal Test, VIOL Co., Ltd. concludes that the CELFIRM™ is substantially
equivalent to the predicate device as described herein in.





